TIHCTPYKIIIA

/IS METHYIHOT 0 3aCTOCYBaHHSA JIIKapChKOTr0 3aC0o0y

Ex3ucra

(Egzysta)

Cknao:

ditoua pevosuHa: Tiperabarin;

1 karcyna mictuth 75 Mr abo 150 Mr mperabariny;

0onomidgcHi pevosuHu: TAKTO3a MOHOTIOPAT, KPOXMaJlb KyKYPYO3SHUH; TaJIbK;

000JI0HKa KaIlCcyiu: 3aji3a okcup yepBouuit (E 172), Tutany miokcup (E 171), xKenaTus (gns Kamncymn
o 75 mr); Tutany giokcup (E 171), xenatus (gna Kamcyn o 150 mr).

JIikapcbka ¢popmMa. Kancynu TBepai.
OcHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

- KaICyJId TBEPAl 10 75 MI: TBEPAl KeJlaTUHOBI KalCyau po3Mipy 4, KpUIIKa KallCyJIi HeIpo3opa
YepPBOHO-KOPUYHEBOT'0 KOJIHOPY, KOPITYC HEMIPO30pHuii 6ilI0oro KOMbopy 3 YOPHUM BiITUCKOM «75 mg»,
1110 MICTHTD ITOPOIIOK 6iytoro abo Matizke 6iTOTO KOILOPY;

- Kancynu TBepai o 150 Mr: TBepAi XenaTUHOBI KaICyJId po3Mipy 2, KPUIIKa Ta KOPIYC KalCylIu
HeIpo3opi, 6i10ro KoIbopy, 110 MiCTUTh MOPOIIOK 6istoro abo MaiixKe 6isIOr0 KOIHOPY.

dapMmakoTepaneBTHYHA rpyna. [Ipotueninentuyni 3acobu, iHII TPOTHENiNENTUYHI 3aCO0H.

Koxm ATX NO3A X16.

dPapmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.
Ilitoua pedyoBuHa - mperabaiH, [0 € aHAJIOTOM raMMa-aMiHOMACJISTHOI KUCIIOTH

[(S)-3-(aminoMeTHI)-5-MeTUITEeKCAaHOBA KUCJIOTa].



MexaHni3M mil

I[IperaGamin 3B’sI3y€THCS 3 HOMOMIKHOI0 CyOomuuuIero (a2-d 6iJ10K) moTeHIlian3anexxHuX
KaJbllieBUX KaHaJliB Y LieHTpasbHii HepBoBii cucteMi (LIHC).

KrniniyHa ebeKTUBHICTh i 6€3MeYHICTh

HetiponamuyHutl 6iab

[Tig vac mocmimxkeHs Oyla MPOOEeMOHCTPOBaHa e(heKTUBHICTE IpenaparTy s JTiKyBaHHS AiaOeTHYHOI
Helpomnarii, MOCTTepPIeTHYHOl HeBparil Ta ypaXKeHHs CIHHHOTO MO3KY. E(eKTuBHICTL IpenapaTy
IIpY iHIIKUX BUAAX HeHpomaTUYHOTo 600 He BUBYAIIH.

[Tperabarin BuB4asu y npoiieci 10 KOHTPOIbOBAHUX KITIHIYHUX [OCHiI>KEeHb TPHUBAIICTIO 10

13 TuXkHIB 3 pexXKMMOM [03yBaHHS IIpernapary 2 pa3u Ha go0y Ta y Ipolieci HoCIifiKeHb TPUBaIiCTIO
0 8 THXKHIB 3 PEXXKMMOM [03yBaHHs 3 pa3u Ha mo0y. 3arasom mpodini 6esmeku Ta e(heKTUBHOCTI
IS PEXKUMIB [03yBaHHA 2 pa3u Ha Jo0y i 3 pa3u Ha fo0y Oynu MomiOHUMA.

Y nportieci KTiHIYHAX OOCTigKeHb TPUBAJIICTIO 70 12 THUXKHIB, Y AKUX JTiKapChKHil 3acib 3aCTOCOBYBau
OJ1s JTIKyBaHHS HEMPOMaTU4YHOTo 001110, 3MeHIIIeHHS 00710 epu(epruyHOro Ta eHTPaIbHOT0
TIOXOIKEeHHS CIIOCTEePIraaocs Micyis MepIIoro THKHS Ta 30epiranocs MpoTIroM yChoro mnepiogy
JIIKYBaHHS.

Y nponeci KOHTPONMBOBAHUX KITIHIYHUX OOCTIXKEeHb TeprudepuyHOro HelponaTuyHoro 6010 y 35 %
TallieHTiB, SIKi 3aCTOCOBYBaiu mperabarid, Ta y 18 % maiieHTiB, siki oTpuMyBanu miaieoo,
crocTepirasnocs nokpairnaHHs Ha 50 % 3a I1Kaioo oKy 0omio. Cepeql MallieHTiB, ¥ SKUX He
BUMHMKAJIa COHJIMBICTh, TaKe MOKpalllaHHSA crocTepiranocs y 33 % mallieHTiB, SKi 3aCTOCOBYBaIu
nperabariH, Ta y 18 % mattieHTiB i3 rpynu nnane6o. Cepeq MallieHTiB, ¥ SKUX BUHUKala COHJIUBICTD,
YyacTKa MallieHTiB, SKi BiAMOBiNM Ha Tepamito, craHoBumna 48 % y rpymi nperabaniny ta 16 % y rpymi
ntane6o.

Y mpotreci KOHTPOILOBAHOTO KTiIHIYHOTO JOCITIIXKEeHHS HeHPOmaTHYHOTo 60JTI0 LIeHTPAIbHOTO
TIOXOIKeHHS y 22 % MallieHTiB, SKi 3aCT0OCOBYBasu mperabariH, Ta y 7 % MallieHTiB, SKi 0OTpUMyBaIu
nyane6o, crmocTepiranocs nmokpaimasHsa Ha 50 % 3a MIKasow OIiHKYH 00JTIo.

Eninencis

KombinoBaHa Tepamis. [Iperabanin BuB4anu y Ipoleci 3 KOHTPOJIbOBaHUX KITIHIYHUX HOCTIIXKEeHb
TPUBAJIiCTIO 12 THXKHIB 3 peKUMOM H03yBaHHS 2 pa3u Ha moby abo 3 pa3u Ha moby. 3aramom mpodimi
Oe3neky ¥ epeKTUBHOCTI AJIST PeKUMIB MO3yBaHHS 2 pa3u Ha 00y i 3 pa3u Ha moOy Oynu mogiOHuMHU.

3MeHIIEeHHS YaCTOTY CYAOMHUX HallafiB CIOCTEPIrajocs BXe Ha IepIIoMy THUXHI.
Himu i nioaimku

EdekTuBHiCTh Ta 6e31eKa 3aCTOCYBaHHs ImperadasiHy sK HOMOMIiKHOT0 3aco0y IIpH eliencii ams
miTeyt BikoM 1o 12 pokiB Ta [ms mimmiTKiB He BcTaHOBeHi. [To6iuHi peakiii, 1o crocTepiranucs y
IOCTiIKEeHH] 3 BUBYEHHS (papMaKOKiHEeTUKY Ta ITePEeHOCUMOCTI, 0 IKOT0 Oy/iK BKITIOYEH] MallieHTH
BikoM Bif 3 micsmiB o 16 pokiB (n = 65), Oynu mopibHi Ko mMoOiYHKX peakIlill y mopocnux. Pe3ynbraTu
12-TuXKHEBOTrOo M1aeb0-KOHTPOILOBAHOTO OOCHIMXKeHHs 295 nemiaTpUYHUX MalliEHTIiB BikoM Bif 4 1m0
16 pokiB Ta 14-meHHOrO0 MIane60-KOHTPOILOBAHOTO OOCHimKeHHs 175 nemiaTpUUHUX MAIliEHTIB BiKOM
Bim 1 Micsitis mo 4 POKiB, TPOBEIEHOTo [JIs OLiHKK e(peKTUBHOCTI Ta Oe3meku nmperadainy sk



IOTIOMiXKHa Tepallis OJis JTiKyBaHHS HalafiB 3 YaCTKOBUM IIOYATKOM Ta OBOX BiJKPUTHUX HOCITiOXKeEHb
Oe3neku Ha 1 pik y 54 Ta 431 memiaTpUYHOTO MallieHTa BigmoBimHO, BikoM Bif 3 MicsiB 70 16 pokiB 3
elliyierncielo, BKa3yoTh Ha Te, 10 Taki mobiuHi peakiril Sk mipekcis Ta iH(eKIIil BepxHiX guXarTbHUX
IISXIB Y OiTeH CIIOCTepiraaucs 4acTille, HiXK Y JOPOCIIKX Talli€HTIiB 3 emijiencieo (AUB. po3[inu
«PapMakokiHeTnka», «Crocib 3acTocyBaHHS Ta f03u» Ta «[106iuHi peakIrii»).

Y 12-TuxHeBOMYy I1ale00-KOHTPOILOBAHOMY OOCIigKEeHHI AiTsSM NMpu3Havanu nperabamnin mo 2,5
Mr/Kr/moby (MakcumyMm 150 mr Ha mo0y), nperabasid mo 10 Mr/kr/moby (MakcuMyM 600 Mr
Ha go0y) abo mane6o. [TpuHaiiMHi 50 % 3MeHIIeHHS MapliiaTbHUX CyIOMHUX HalafiB MOPiBHSIHO 3
TI0YaTKOBUM piBHEM crocTepiranocs y 40,6 % maiieHTiB, sKi 3acTocoByBanu nperabaid y mo3i 10
Mr/KT Ha o6y (p = 0,0068 mopiBHsHO 3 mnane6o), 29,1 % marieHTiB, sKi 3acToCOByBau mperadaril y
mo3i 2,5 mr/kr/mo6y (p = 0,2600 nmopiBHsiHO 3 mnaie6o), Ta 22,6 % TUX, XTO OTPUMYBaB IIIaiebo.

Y 14-pennomy nane60-KOHTPOJILOBAHOMY [OCITiOKEHHI IefiaTpUYHUM NalieHTaM (BikoMm Bif 1
Micsis mo Mojstofine 4 pokiB) Oyio mpu3HaveHo nperabanin 7 Mr/kr/mo0y, nmperabain 14
Mr/Kr/moby abo nnane6o. CepegHs 4acToTa HamafiB MpoTATroM 24 TOAUH Ha MOYaTKy Ta IIif Jyac
OCTaHHBOTO BifBimyBaHHS cTaHOBuUNa 4,7 Ta 3,8 mnsa nperabaniny 7 mMr/kr/mo6y, 5,4 ta 1,4 ons
nperabarniny 14 mr/kr/mo0y ta 2,9 Ta 2,3 ons mnane6o BigmosigHo. [Iperabariin y gosi 14
MT/KT/mo0y 3HaYHO 3MEHIIUB JI0TapuMidyHO TpaHCHOPMOBAHY YaCTOTY HaladiB IMOPiBHSIHO 3
nnate6o (p = 0,0223); mperabain y mo3i 7 Mr/kr/oqo0y He IoKa3aB ITOKpallleHHs OPIiBHSIHO 3
maneoo.

MoHoTepartis (y maiieHTiB 3 yneplie giarHOCTOBaHUM 3aXBOPIOBAHHSAM).

[TperabasiH BUBYajH y mpolieci 1 KOHTPOIbOBAHOTO KITIHIYHOTO AOCTiAKEHHST TPUBAJIICTIO 56 THXKHIB
3 PeXMMOM [03yBaHHS 2 pa3u Ha mo0y. [1pu 3acTocyBaHHi mperabaniny He 0yI0 JOCATHYTO HE
MeHIII01 e(eKTUBHOCTI ITOPiBHSHO 3i 3aCTOCYBAHHSM JIaMOTPUIKUHY, 3TiIHO 3 OILIIHKOIO Yepe3 6
MiCSIIiB KiHIIEBOI TOYKM - BilCYyTHOCTi CymOMHUX HamafiB. [Iperabatin i maMOTpUOKUH Oyn
OIHAKOBO 0e3MeYHUMHU Ta 0oOpe MEePEHOCUITHCS.

['enepanizoBaHuil TPHBOXKHUY PO3Taf.

[TperabariiH BUBYaJM Yy MpoOIieci 6 KOHTPOJIbOBAHUX [OCTiI2KEeHb TPUBAICTIO 4-6 THUXKHIB, OOQHOTO
OOCII>KEeHHS TPUBAJIICTIO 8 TUXKHIB 3 y4acCTIO MALi€HTiB JITHHOTO BiKy Ta OOJHOT'O TPUBAJIOrO
OOCTiAKEeHHS 3 BUBYEHHS IIPO(ITaKTUKY PELUANBY 3 MOABIMHOIO CIIiNo0 Pa30i0 NpodinakTUKU
peLuauBy TPUBAJIICTIO 6 MiCSLIiB.

3MeHIIIeHHS CUMIITOMIB reHepaii30BaHOIr0 TPHBOXKHOT0 PO3JIaAy BiAMOBIAHO A0 MIKanu ['aMinbTOHa
OJ1s1 OLiHKY TpuBOXKHOCTI (HAM-A) criocTepiranocs Bxe Ha TUXKHI 1.

Y mpoueci KOHTPOIbOBAHUX KITIHIYHUX JOCIIAXKeHb (TpuBamicTiO 4-8 TUXKHIB) y 52 % Malli€eHTiB, AKi
3aCTOCOBYyBaIH perabarid, Ta y 38 % mamieHTiB i3 rpynu mnaiebo crocTepiranocs moKpamaHHs He
MeHIe Hix Ha 50 % 3a 3araabHOI0 KigbKicTio 0asiB 3a mkamoo HAM-A Big T0oYaTKOBOTO PiBHS [0
KiHIIEBOI TOYKH.

[lig 9ac KOHTPOJIbOBAHUX JOCIIiAXKEHb HEUITKICTh 30PY YaCTillle CIIOCTepirajacs y Nali€eHTiB, IKi
3aCTOCOBYBaIM IIperabarliH, HiXK y IallieHTiB, SKi oTpuMyBasny mniarne6o. Y GinbiIocTi BUnaaKis 11e
SIBUIIE 3HUKAJIO IIPYU ITPOOBXKeHH] Teparii. OpTanbMonorigde 06CcTekeHHs (BKITI0Ya0un IePEBipKy
TOCTPOTH 30Dy, GopMaibHy IIePeBipKy IOJIS 30py Ta OOCIiAXKEeHHS 0YHOT0 AHA IIPY PO3IIKPEeHil
3iHMI) Y paMKaX KOHTPOJILOBAHUX KITIHIYHUX JOCIigKeHb Oy10 mpoBeneHo y noHan 3600 malrieHTis.
Cepen uux malieHTiB roCTPOTa 30py noripmunacs y 6,5 % matientis y rpymi nperabaniny Ta y 4,8 %
NalieHTiB y rpymi mnane6o. 3MiHU 1Moy 30py BusiBiieHo y 12,4 % mallieHTiB, SKi 3aCTOCOBYBau



nperabariH, Tay 11,7 % mattieHTiB i3 rpynu nnane6o. 3MiHM 0YHOTO [IHa BUsiBneHi y 1,7 % mallieHTis,
sIKi 3acTocoByBanu nperabanin, Ta 'y 2,1 % marieHTiB rpynu miaieoo.

dapmakoKiHemuka.

dapMakoKiHeTHYHI TOKa3HUKY ITperabdaiHy B PiBHOBAXKHOMY CTaHi OyIu MOAiOHUME Y 3MOPOBUX
noOpOBOIBLIIB, MTAIIEHTIB 3 elifencielo, AKi MpuiMany IPOTUEIieNTUYHI TpenapaTH, Ta y MallieHTiB
i3 xpoHiyHUM OoIEM.

AGcop6irist

[TperabariH IIBUAKO BCMOKTYETLCS IIPU IPUHOMI HaTIIE i JocsIrae MaKCHUMaJIbHOI KOHIIEHTpAllil
T71a3Mi KpoBi poTAroM 1 roguHu micis ogHopa3oBoro abo 6araToprna3oBoro 3aCTOCYBaHHS.
Po3paxoBaHa 6iofioCTyNHICTE TperabariHy pu nepopalbHOMY 3aCTOCYyBaHHiI cTaHOBUTH = 90 % i He
3aJ1eXkuTh Bif mo3u. [Ipu 6araTopa3oBoMy 3aCTOCYBaHHI PiBHOBazKHUM CTaH JOCSATAETLCI depe3
24-48 ropuH. IIIBUAKICTS BCMOKTYBaHHS IperabaiiHy 3HUXKYETLCS IPU OMHOYACHOMY IIPUUAOMI 3
i2Kelo, 110 TPU3BOOUTH IO 3MEHIIEeHHS MaKCUManbHOI KoHIeHTpatii (C,,,,) npubnusno Ha 25-30 % i
TIOJIOBXKEHHS 4acCy JOCATHEHHS MaKCHMalbHOI KOHIeHTpauii (t,,,) mpubau3uo fo 2,5 roguH. OmHaK
npuiioM nperabaiiHy OGHOYACHO 3 IKelo He MaB KJTiHiYHO 3HA4yIIOT0 BIUIMBY Ha CTYIIiHb HOTO
abcoporii.

Po3mnopin

Y npoueci gokmiHiuHUX HocigKeHb OyI0 IOKa3aHo, 110 mperabaid MpoOHUKAE KPi3b
remaTtoeHIedaniynuit 6ap’ep y Muiiei, mypis i MmaBn. BcranoBneHo, 110 nperabaiid IPOHUKAE KPi3b
IIalleHTy y IIypiB i BUOINSETHCSA B MOJIOKO IIyPiB y Iepiof makTailiii. Y mofguau 00’eM pO3MOminy
nperabatiHy Iicis mepopasbHOr0 3aCTOCYBaHHS CTaHOBUTE mpubnu3uHo 0,56 n/kr. [Iperabarin He
3B’A3y€ThCA 3 OiIKaMu I1a3MU KPOBi.

MerTaboJi3M

Y moguHu nperabatid 3a3Hae He3HaYHOr0 MeTabomni3My. ITicis BBemeHHs N03U Mi4eHOr0o
PafiioaKTUBHOIO MiTKOI0 perabaniny npubnusno 98 % pamioaKTUBHOI peYOBUHU BUBOAUIIOCS
3i ceueto y BUTIAAI He3MiHeHOro nmperabaniny. YacTka N-MeTUIb0BAHOI TOXigHOI
nperabaJtiHy - OCHOBHOTO MeTaboJIiTy mpemnapary, o Bu3HadaBcs B cedi, - craHoBuma 0,9 %
Bif BBefeHOI mo3u. [1ig yac mOKIiHIYHUX OOCIiIXKEeHb He BimOyBanocs palemisatiii S-
eHaHTioMepa nperabaniny B R-eHaHTiOMED.

[TperabariiH BUBOOUTHLCS 31 CUCTEMHOT0 KPOBOTOKY B HE3MiHEHOMY BUTJISAMI, TePeBaxkKHO HUPKaMHU.
CepeqiHiii iepion HamiBBUBEeHHS Nperabaniny cTaHOBUTH 6,3 roguHu. [11a3MoBUil Ta HUPKOBUM
KJIipeHC nperabasiHy IpsMo IPOMOPIIiiiHI KIipeHCYy KpeaTuHiHY (OuB. po3ain «dapMakoKiHEeTHKa»,
«HupKOoBa HENOCTaTHICTE»).

[NTauieHTaM i3 nopymeHHAMY QYHKIIII HUPOK ab0 mallieHTaM Ha reMofiasisi HeoOxifHa KOPEeKIis 031
npenapary (ouB. po3min «Crocib 3acToCcyBaHHS Ta [103U», TaONULA).

JIiHIMHICTL/HeMHINHICTE

dapmakokiHeTHKa mperabainy € TiHiNHOO [ BChOTO PEKOMEHI0BAHOT O [iana30Hy A03.
BapiabenbHicTh hapMaKOKiHETHKY ITperabariiHy cepeq Nalli€HTiB € Hu3bkoio (< 20 %).



dapMaKoKiHeTHKa IIpy OaraTopa3oBOMY 3aCTOCYBaHHi € mepen0adyyBaHOIO Ha IifCTaBi MaHUX,
OTPUMAaHUX IPU 3aCTOCYBaHHI OMHOPA30BOi MO3U. TaKUM YMHOM, HEMA€ MOTPeOH B MJIAHOBOMY
KOHTPOJIi KOHIIeHTpalii nperabaniny y mima3mi Kposi.

Crath

PesynbTaTy KIMiHIYHUX OOCTiAXKEHDb CBiAYaTh PO BiACYTHICTH KIIHIYHO 3HAYYIIIOTO BIJIUBY CTaTi Ha
KOHIIEHTpallilo mperabasiny B maa3Mi KpoBi.

HupkoBa HeIOCTaTHICTh

Knipenc nperabainy npsmo IponopLiiHKM J0 KITipeHCy KpeaTuHiny. Kpim 1poro, nperabanin
e(eKTUBHO BUOAJSIETHCS 3 IJIa3MU KPOBi 3a OIIOMOTOI0 reMofiani3y (micnst 4 romuH reMofianisy
KOHIIeHTpallisl nperabasiny B Ia3Mi KpoBi 3MeHIIyeThCsa npubnu3no Ha 50 %). Ockinbku npemnapar
BUBOJUTLCSI B OCHOBHOMY HUPKaMH, NTallieHTaM 3 HUPKOBOIO HEJOCTATHICTIO HEOOXiIHO 3MEHIIyBaTH
mo3y Ipenapary, a Miciis reMofiani3y 3aCTOCOBYBaTH AOOATKOBY 03y (OuB. po3min «Cmocib
3aCTOCyBaHHS Ta 03U », TaOIULIA).

[TeuyinKoBa HEOOCTATHICTh

CrernianbHuX (hapMaKOKiHETUYHUX AOCIIXKEHb Y MAIliEHTIB 3 I€YiHKOBOIO HEJOCTATHICTIO HE
npoBoaunocs. Ockinbky nperabarid He 3a3Ha€ 3HAYHOT0 MeTa00J1i3My Ta BUBOIUTHCS 3i cedero
nepeBaxkHO y HE3MiHEeHOMY BUTJISITI, TO MaJIO¥MOBIpHO, 11100 IOpPYyIIeHHS QYHKII] IeYiHKU MaJio
3HAUyIINH BIUIMB Ha KOHIIEHTpalio perabainy y maa3mi KpoBi.

it

dapmakokiHeTHKY IperabaiHy oliHIOBaIM Yy OiTel 3 erinencieio (BikoBi rpymu: Big 1 mo 23 MicsIiB,
Big 2 mo 6 poxkis, Big 7 mo 11 pokiB i Big 12 0o 16 pokiB) mpu 3acTOCYBaHHi 103 2,5 Mr/kr/moby, 5
Mr/kr/moby, 10 Mr/kr/moby Ta 15 mMr/kr/go0y y nporieci gocnigKeHHs 3 BUBYEeHHS (papMaKOKiHETUKYI
Ta IIePEeHOCHUMOCTI.

[Ticrst mepopanbHOTO 3aCTOCYBaHHS Iperabainy miTsM HaTie t,,, B I1a3Mi Kposi OyB y LimomMy
aHaJIOTIYHUM Y BCIiX BIKOBUX I'pynax i cTaHOBUB Bif 0,5 roOguHY [0 2 FOAUH MIiCJIA IPUUOMY.

3nauenHs C,,, i IO i KPUBOO 3aIe3KHOCTI KOHIeHTpallii Bifg gacy (AUC) mperabainy 3pocTanu
TiHINHO 31 30ibIIeHHSAM 103U B KOXKHIil BiKOBil rpymi. Y miTel 3 Macoio Tina mgo 30 kr 3HaueHHs AUC
oymno Hux9yuM Ha 30 %, 1110 3yMOBIeHO 30inbIIeHHAM Ha 43 % KiIipeHCy, CKOPUTOBAaHOTO 3a Maco0
Tifla, y UX NAlLi€HTIB IMOPIBHAHO 3 MallieHTaMu 3 Macom Tina = 30 KT.

Kinnesui nepion HaniBBUBeneHHs perabaliny CTaHOBUB y CepeIHbOMY MPUOIN3HO 3-4 TONUHU Y
aiTeu BiKOM [0 6 pOKiB Ta 4-6 rOOUH y OiTeX BIKOM Bif 7 POKiB.

Y npoueci nonynAuinHOro ¢papMaKoKiHETUYHOTO aHasi3y 6yJ0 MoKa3aHo, 10 KJIipEHC KPeaTUHiHy
OyB 3HAUYIIOI0 KOBapiaTOO [Is KIIipeHCY IepopaabHOoro mperabariny, a Maca Tina Oyia 3HA4yII00
KOBapiaToIo [jig YIBHOTO 00’€MY PO3MOMiNy IepopanbHOTo Imperabantiny, i nei 38’130k 6yB
aQHAJIOTIYHUM y AiTel i JOPOCIUX Malli€HTIB.

dapmakoKiHeTUKY IperabaiHy y maiieHTiB BikoM g0 3 MicSIliB He BUBYAIHX (IUB. PO3AiNU
«PapMmakonnHaMmika», «Crocib 3acTocyBaHHS Ta f03u» Ta «I106iuHi peakIrii»).



[NatieHTy TiTHLOTO BiKY

Knipenc nperabaniny Mae TeHOEHIIiI0 10 3MeHIIIeHHs 3 BikoM. Take 3MeHIIIEHHS KIIipeHCy
nperabaiHy Ipu H0T0 3aCTOCYBaHHI TepopajibHO Y3TOOKYETLCS 31 3MEHIIEHHSIM KIIipeHCy
KpeaTuHiHy, I0B’s13aHUM 3i 30inbiIeHHSIM BiKy. [TanieHTam i3 mopyumeHHIMU GYHKITI HUPOK,
IIOB’SI3aHUMH 3 BiKOM, MOXKe IoTpeOyBaTHUCsl 3MEHIIIeHHs 103U mperabaniny (mquB. po3min «Cmoci
3aCTOCYBaHHS Ta NO3U», TAOINUII).

[Iepion rogyBaHHSA TPYOOI0

dapmakokiHeTHKY nperabasiny mpu #oro 3actocyBaHHi y 7o3i 150 Mr koxHi 12 rogus (no6oBa no3a
ctaHoBUTh 300 Mr) ominioBanu y 10 XiHOK, sIKi roflyBanu IpyAaio, moHaMeHIIe yepe3 12 TUXKHIB
nicys mosoris. ['omyBaHHS TPYAAI0 He BIIJIMBaI0 abo Majio He3HAUHUH BIIUB Ha papMaKOKiHETHKY
nperabarniny. [Iperabasid IpoHUKaB y TPygHE MOJIOKO, TIPU LIbOMY MOT0 CepefHs KOHIIeHTpallisl y
PiBHOBaXKHOMY CTaHi CTaHOBMIIA MPuUOIKU3HO 76 % Bif KOHIEHTpAIlil y M1a3Mi KpoBi MaTepi.
Po3paxoBaHa mo3a, IKy OTPUMY€E HEMOBIIS 3 TPYAHUM MOJIOKOM (IIPU CepeIHbOMY CIIOXKKBaHHI
Mostoka 150 mi/kr/mo0y) Bif XiHKH, siKa npuiitMae mperabanin y mo3i 300 mr Ha moby abo y
MakcuManbHii no3i 600 Mr Ha mo6y, ctaHOBUTE 0,31 Mr/kr/moly abo 0,62 Mr/kr/moby
BigmosigHo. Lli po3paxoBaHi 03U CTaHOBIATH MPUOIU3HO 7 % Bif 3aranbHOI 1060BOI 703U Y MaTepi y
IlepepaxyBaHHl Ha MiTirpaM Ha KijorpaM.

KrinigHi XxapaKTepHCTHKH.
IToka3zanHus.
HetiponamuyuHuti 6i1b

[TpenapaT Ex3ucTta moka3aHuii [ JTiKyBaHHS HEMPOMATUYHOI0 OO0 ¥ JOPOCIIUX IIPHU YIIKOMAKEHHI
nepudepUYHol Ta IEeHTPaIbHOI HEPBOBOI CUCTEMH.

Eninencisa

[IpemapaT Ex3ucTa npr3HavaioTh 9K TOAATKOBY Tepallilo IpY IapljiaibHUX CyNOMHUX Halafax i3
BTOPMHHOIO TeHepaidallielo abo 6e3 Takoi y JOPOCIHX.

I'eHepanizos8aHull MpuBOMCHUU pP0o31ad

[Ipenapat Ex3ucra npru3HadyeHu A4 JIIKyBaHHS TeHepasli30BaHOT0 TPUBOXKHOTO PO31afy y
IOPOCTIUX.

dibpomianais.

IIpomunoka3aHHs.

linepuyTnuBIiCTE [0 Aif0ouoi pedyoBUHHU ab0 0 Oyab-sIKOi 3 HOTTOMIXKHUX PEYOBHUH, 3a3HaYEHUX Y
po3amini «Ckmag».

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodil.



Ockinbky nperadasiiH eKCKpeTYEThCS ITepeBaxkHO Y He3MiHEHOMY BUTJISAMI 3i ceuelo, 3a3Ha€E
HE3HA4YHOTo MeTabos1i3My B opraHi3mi mogusu (< 2 % m03u BUOINSIETHCA i3 ceuero y Gpopmi
MeTabomiTiB), He iHriOye MeTabosmi3M iHIIKX MpemnapariB in vitro i He 3B’SI3y€eThCs 3 OiMKaMu mIa3Mu
KPOBi, TO MaJIOMMOBIpHO, 1110 ITperadajiid MoXke CIPUYUHATH hapMaKOKiHETUUHY B3aeMoito abo OyTu
00’€KTOM TakKol B3aEMOLii.

[Tocai0xceHHA in vivo ma nonyaAauiuHul papMaKkoKiHemuyHul aHani3

TakuM 4MHOM, ¥ OOCHIIKEHHSX in Vivo He CIIOCTepiranocs KIiHiYHO 3Ha4yIIol GapMaKOKiHETUYHOL
B3aeMopil Mix mperabaiinoMm i ¢peHiTOIHOM, KapOaMa3emiHoM, BaIbIIPOEBOIO KUCIOTOIO,
JTaMOTPUIKUHOM, raballeHTUHOM, JIopa3eliaMoM, OKCUKOIOHOM YU eTaHOJIOM. [lonynamiiauii
(apMaKOKiHeTUYHUY aHasi3 IPOOeMOHCTPYBAaB, II0 TepopasbHi mpoTuaiabeTHyHi 3acobu, OiypeTHKH,
incynin, penobapbitan, Tiarabin i TomipamMaT He MalOTh KJTiHIYHO 3HAYYLIOTO BIJIUBY Ha KJIipeHC
nperabaniny.

HQQOQ(Ulei KOHMpauenmueu, HopemucmepoH ma (abo) emUHiﬂechadiO/I

OpHoYacHe 3aCTOCyBaHHS IIperabainy 3 mepopalbHUMU KOHTPAIelITUBaMU, HOPETUCTEPOHOM Ta
(ab0) eTuHinecTpamionoM He BIIJIMBAE Ha (papMaKOKiHETUKY PiBHOBAXKHOTO CTaHY XKOQHOTO 3 X
JiKapCchbKuX 3aco0iB.

Jlikapcuki 3acobu, u,o enausarome Ha IIHC

[IperabariH MOxXKe MOTeHIIiI0BaTA e)eKTH €TAHOJY Ta Jlopa3enamy. Y mepiof MoCTMapKeTUHTOBOTO
HarIsaay TOBiTOMIISITIM PO BUMAOKU OUXaIbHOI HEJOCTATHOCTI, KOMU Ta I€TaJIbHOTO HACTIOKY y
MAIEHTIB, SKi MpuiMany nperadaid pa3oM 3 omioigamMu Ta/abo0 iHIMMH JTiIKapChKUMHK 3ac00aMu, 110
npurHiuyoTth pynkuio ITHC. [Iperabanin, iMOBipHO, TOCUJITIOE TOPYIIEHHS KOTHITUBHUX Ta OCHOBHUX
MOTOPHUX (PYHKIIIY, IKi CIpUYNHEHI OKCUKOOOHOM.

B3aemo0il y nauieHmis AimHb020 BIKY

CnenianpHUX HOCTiAKEHb papMaKoOmUHAMiYHOI B3a€MOI] 3a y4acTIO HOOPOBOJIBIIIB JTiITHHOTO BiKYy He
IpoBOAMIN. [JOCTi:KeHHs B3a€MOZil TiKapChKUX 3aC00iB MTPOBOIUIIY JIHUIIE ¥ HOPOC/IUX Ialli€HTiB.

Oco06.1ueocmi 3acmocye8aHHs1.

ITauienmu 3 uykposum diabemom

BigmoBigHO 0o YMHHOI K/TiHIYHOI MPAKTUKY, OEeSKi MallieHTH 3 IYKPOBUM AiabeToM, Maca Tijla IKUX
36inmbInuIacs mif yac Teparil mperabaniHoM, MOXYTbh TOTPe0yBaTH KOPEKIIil m03u
IIyKPO3HUXKYBaIbHUX JTiKapChKUX 3aC00iB.

Peaxkuii e2inepuymausocmi

[Ticra BUxomy mpenapaTy Ha PUHOK IOBIOMIJISINIA IIPO PO3BUTOK peakllid TilnepyyTINBOCTI,
BKJTIOYAIOYX aHTiOHEBPOTUYHUY HAOPSK. [Ipy BUHUKHEHH] TAKUX CUMIITOMIB aHTi0HEBPOTUYHOI'O
HaOpsKY K HaOpsaK 06nmu4ys, mepiopanbHU HaOpsIK a00 HaOpSK BEPXHiX AUXalIbHUX IIIIXiB
3aCTOCyBaHHS IIperabasiHy Cyif HeraHO IPUIUHUTH.

3anamMopoyeHHA, COHAUBICMb, BMpama ceidomMocmi, cnaymaHicms ceidomMocmi ma nopyuwleHHA
ncuxiku




3acTocyBaHHS mperadariHy CyIpOBOIXKYBaIOCs OSIBOIO 3allaMOPOYEHHS Ta COHIUBOCTI, 110 MOXKe
30iMBIINTY PU3UK BUHUKHEHHS TPaBMaTUYHUX BUMAAKIB (TTagiHHS) y TMaI[iEHTIB TiTHBOTO BiKy. Takox
IIiC/ISL BUXOAY IIpelapaTy Ha PUHOK MOBIIOMIISIIOCS IIPO BUIIAAKU BTPATHU CBiIOMOCTI, CIIyTaHOCTI
CBiIOMOCTI Ta MOPYIIEHHS MICUXiKU. Y 3B’S3KY 3 IIUM IalliEHTaM CJIifi peKOMeHyBaTH OyTH
00epexXHKMMH, TTOKY IM He CTaHYTh BifoMi MOXK/INBI eheKTU LHOTO JIIKapChKOT0 3aC00y.

Possnadu 3opy

[lig 4ac KOHTPOJIbOBAHUX [OCIIiAXKEHb HEUITKICTh 30PY YaCTillle CIIOCTepirajacs y Nali€eHTiB, IKi
npuiiManu nperadajid, HiXK y MallieHTiB, 9Ki oTpuMyBasu manebo. Y OinblIoCcTi BUNAKIB Iie SBUILE
3HUKAJIO IIPU IPOAOBXKEHHI Teparii. Y mpoiieci KIiHiYHUX OOCTigXKeHb, Y SKUX IIPOBORUIIA
odTampMosoriuHe 06CTeXXKeHHsI, YaCTOTa BUMAAKIB MOTiPIIeHHS TOCTPOTH 30PY Ta 3MiHH II0JIT 30py
OyJia BUILOIO Y MAlli€HTIiB, SIKi 3aCTOCOBYBaIM mperabariH, IOPiBHAHO 3 MallieHTaMu i3 rpynu
n1ane60; YacToTa BUHUKHEHHS 3MiH OYHOTO [Ha Oyjia BUIIOIO V TAI[iEHTIB i3 rpynu niane6o (ous.
po3min «PapMakoguHaMiKa»).

[Ticns Buxomy mpemnapaTy Ha PUHOK TaKOXK IOBIIOMIISAIY Mo mo0iuyHi peakilii 3 60Ky opraHiB 30py,
BKJ/TIOHAIOYH BTPATY 30pYy, HEUITKICTb 30py abo iHIIi 3MiHM ToCTpOTH 30py, 6araTo 3 SKux Oynu
TEMYacoBUMHU. [Tic/sl MpUNMHEHHS 3aCTOCYBaHHS Nperabainy Ii cuMIToMu 3 60Ky OpraHiB 30py
MOXKYTh 3HUKHYTH a00 3MEHIIUTUCS.

Hupkosa HedocmamHicmb

[ToBimoMIIsINIOCS TIPO BUIIQIKKA PO3BUTKY HUPKOBOI HEJOCTATHOCTI, sKa iHofi 6ya 000pOTHOIO Mmics
IPUIIMHEHHS 3aCTOCYyBaHHS IIperadariiHy.

BiomiHa cynymHix npomuenisenmuyHux npenapamis

Hapasi HegocTaTHBO JaHUX 100 TOr0, YA MOXKHA BIAMIHATY CYIIYTHI IPOTHEIIENITUYHI IIperapaTy
micys Toro, SIK Y pe3ynbTaTi fogaBaHHs IperadasiHy o Teparii 0yae JOCATHYTO KOHTPOJb CYOOM,
00 IeperTy J0 MOHOTEparil mperadasiHoMm.

CumMnmomu gioMiHu

Y mesikux MallieHTiB miciIs MPUIIMHEHHS KOPOTKOCTPOKOBOI ab0o TpHBajIol Teparii mperabamiHoM
CIIOCTEpIiranucs CUMIITOMHU BifMiHU npenapaTy. [ToBimOMIISANY PO Taki siBUIla: 6€3COHHS, TOJIOBHUN
0inb, HyiOTa, TPUBOXKHICTh, Jiapes, TPUMONONIOHNI CUHAPOM, HEPBO3HICTh, HEIpecis, CyilifanbHi
nyMKH, 6inb, CygOMH, Tilleprigpos i 3amaMopoYeHHs, SIKi BKa3yl0Th Ha (i3WyHy 3aIeXkKHiCTh. L0
iH(dopMaIlilo CIif MOBIAOMUTH MAIiEHTY Nepel I04aTKOM Teparril.

Cynomu, 30KpeMa emienTUYHUM CTaTyC Ta BENIUKI CyIOMHI Hallagu, MOXKYTb BUHUKATH IIiJ 4ac
Teparil mperabasinom a00 HeBIOB3i micys HOT0 BiIMiHHU.

Hani momo BimMinu mperabartiny Mmiciist TPUBAIIOro 3aCTOCYBAHHS BKa3yIOTh Ha Te, 1110
YaCTOTa BUHUKHEHHS Ta CTYIIiHb TAXKKOCTI CUMIITOMIB BifMIHY MOXKYTh 3ajIe’KaTH Bif JO3M.

3acmitiHa cepuesa HedocmamHicmbw

[Ticns BuxoOOy IpelapaTy Ha PUHOK MIOBIIOMIISIM IIPO 3aCTiMHY CEepLieBy HEAOCTaTHICTh y AeSIKUX
nalieHTiB, sKi npuiiManu nperabaid. Taka peakilis crocTepiranacs 30e0inblIoro mif yac AiKyBaHHS
nperabaiHoM HelpomaTUYHOTo 600 V MallieHTiB JIITHHOTO BiKYy 3 BXKe iCHYI0OUMMU CeplieBo-
CYOVHHUMM TIOPYyLIIeHHSAMU. TaKuM IalieHTaM IiperabaliiH CIif 3aCTOCOBYBaTH 3 00epexHicT0. [Ipu
IPUIIMHEeHHI 3aCTOCYyBaHHS ImperabatiHy 1ie sSBUIlle MOXe 3HUKHYTH.



CyiuudasibHe MUc/1eHHA ma nosediHKd

[ToBimoMISANIOCS TIPO BUIQAKX CYIIMaIbHOTO MUCJIEHHS Ta IOBEMiHKH Y MAI[iEHTIB, IKi OTPUMYBajIu
Tepamniio NPoTUeNiIeNTUYHUMY MpernapaTaMu 3a AesKUMHU M0OKa3aHHSAMU. 3a pe3ylbTaTaMu
MeTaaHaIi3y JaHWX, OTPUMAHUX Y IIPOIeCci paHa0Mi30BaHUX I1/1a1e60-KOHTPOIbOBAHUX NOCIiAKEHb
IIPOTUEMIIENTUYHUX IIpelapaTiB, TAaKOXK CIIOCTEPIragocs HEBEJIUKe MiABUIIEHHS PU3UKY II0SIBU
CyIIMAaIbHOTO MUCJIEHHS Ta IOBEIHKYA. MexaHi3M BUHUKHEHHS IIbOT0 PU3UKY HEBIIOMUM, a HasgBHI
MaHi He BUKJIIOYAIOTh MOXKJIMBOCTI iCHYBaHHS IiIBUILIEHOT'0 PU3UKY IIPU 3aCTOCYBaHHi mperadariiHy.

Y 3B’s13Ky 3 UM HE0OXigHO peTeIbHO CIIOCTePiraTy 3a MallieHTaMu [Jig BUSBIEHHS 03HaK
CyluKMpanbHOTO MUCIIEHHS ¥ TIOBE[iHKY Ta PO3TJISHYTH OOLIMbHICTh IPpH3HaYeHHS BiJIIOBIIHOTO
JiKyBaHHS. Y pa3i [I0sBU 03HaK CYIUAaIbHOT0 MUCIEHHS ab0 MOBeiHKY MallieHTH (Ta ocobu, sAKi
OOTISIA0Th 3a HUMU) ITIOBUHHI 3BEPHYTHUCS 110 MEAUYHY JOIIOMOTY.

IToeipweHHA ¢yHKUIl HUXMCHIX 8i00i1i8 WAYHKOB0-KUWKO8020 MPAKmMy

[Ticnsa Buxomy npenapaTy Ha PUHOK IIOBIIOMIISNIOCS TIPO SBUIIA, IIOB’S13aHi 3 MOPYIIEHHAM QYHKIIi1
HUXKHIX BiTiTiB UIJTYHKOBO-KUIIIKOBOI'0 TPAKTY (HENIPOXigHICTh KUIIEYHUKY, TapasiTudyHa
HEeIPOXigHICTh KUIIIEYHUKY, 3aII0p), IPU 3aCTOCYBaHHI mperabaiiHny pa3oM i3 nmikapcbKuMu 3acobfamy,
110 MOXKYTh BUKJIUKATH 3alI0p, HAIPUKJIaA 3 OMiOITHUMHU aHaNbreTukamMu. [Ipu ogHOYaCHOMY
3aCTOCyBaHHI nperabaiHy Ta OmioifiB CITif BXKUTU 3aXO0[iB 15 MPOGinakTUKYU 3amopiB (0C06IUBO Y
JKIHOK Ta IAaI[i€HTIB TITHBOTO BiKY).

O0HouacHe 3acmoCy8aHHA 3 ONiIOHUMU AiKaPCbKUMU 3acobamu

PexomeHOyeThCS 3 00epeXHICTIO MPU3HayaTy mperabaliH OmHOYaCcHO 3 OIioigaMu Yepes3 pu3uK
nenpecii [THC. Y gocnimxeHHi nmaii€eHTiB, sSKi mpuiiManu nperabajid ogHOYaCHO 3 OIioimaMu,
KOHTPOJIb Ta aHasli3 BUNa[KiB MaJly MiIBUINEHUN PU3UK JIeTAJIbHOI'0 HACIIIKY, 0B I3aHOI0 3
omioigamu, MOPiBHSHO 3i 3aCTOCYBaHHSM OIiOIfiB (CKOPUTOBaHe CIiBBigHOIEHHS maHCiB [aOR], 1,68
[95 % [OI, 1,19-2,36 ]). Lie#t migBuIleHWi pU3UK CIIOCTEpiraBcs MPU HU3BKUX [l03ax mperabaminy (=
300 mr, aOR 1,52 [95 % [, 1,04-2,22]), TaKOXK crocTepiranacs TeHAeHIis 00 OinbIIoro PU3UKY IIpU
BHCOKUX fl03ax nperabariny (> 300 mr, aOR 2,51 [95 % ]I 1,24-5,06]).

HenpasuibHe 3acmocy8aHHs, 3/108H#CUBAHHA D0 3d/1eHCHICMb

[ToBimoMIIsANIOCS PO BUMIAAKYM HEIPABUIBHOTO 3aCTOCYBaHHS, 3JI0BXKUBaHHS Ta 3a7eXHOCTi. Cif 3
00epexkKHiCTI0 3aCTOCOBYBATH IIpernaparT MallieHTaM 3i 37I0BXKMBaHHSIM Pi3HUMU Pe4OBUHAMHU B
aHaMHe3i; HeoOXigHO CIIOCTepiraTy 3a MalliEeHTOM [JIs BUSBIEHHS CUMIITOMIB HEIIPABUJIBHOTO
3aCTOCYBaHHS, 3JI0BXKUBaHHS a00 3a1e2KHOCTI Bif mperabainy (MoBimoMIIsIIOCs PO BUNAOKU
PO3BUTKY 3BUKAHHS, IEPEBUIIEHHS IPU3HAYEHOl J03Y; IOBENIHKY, CIIPSIMOBaHOL Ha OTPUMaHHS
mpenapary).

IIpueHiyeHHs QUXAHHA

[ToBimoMISANK TIPO TSXKKE MPUTHIYEHHS JUXaHHS, TI0B’s3aHe 3i 3aCTOCyBaHHSIM Iiperabainy.
[NTauieHTH 3 po3nafgaMu OUXaibHOI QYHKIIII, pecripaTOpHUMU ab0 HEBPOJIOTiYHUMY 3aXBOPIOBAHHSIMH,
HUPKOBOIO HEJOCTATHICTIO, OMHOYACHUM 3aCTOCyBaHHAM fenpecanTiB LIHC Ta ocobu nmiTHBOTO BiKY
MOXKYTh MaTH OibIINY PU3UK PO3BUTKY INi€l TSKKOI mobGiyHOI peakiil. Taki mamieHTH MOXYThb
notpeOyBaTu KOPUTYBAHHS NO3MU.

Enuegasonamis

[ToBimomsiniocs PO BUNIaAKY eHIedanonarii, [0 BUHUKAIN IIepeBaXkKHO y Malli€HTiB 3i CyIyTHIMU



3aXBOPIOBAHHAMH, IO MOXYTh CIIPDOBOKYBATHU eHHe(baJ'IOHaTiIO.

Y 3B’s13Ky 3 JIiKyBaHHAM IIperabaiiHoM PifiKo MOBigOMIISIIIOCS MPO TSAXKKi IIKIpHI mo0idyHi peaxiii,
BKJTI049aryu cuHApoM CTiBeHca-[[:KOHCOHA Ta TOKCUYHUY elifepMalbHUN HEKPOJIi3, IKi MOXYThb
OyTu HeGe3MeYyHUMH st KUTTS a00 MaTH JIeTalbHUHN Hacmigok. [Tim yac mpu3HaYeHHs JTiKapChKOTro
3aco0y malieHTaM CJIifi TOBiHOMUTH IIPO 03HAKU Ta CUMIITOMM Ta YBaXKHO CTEXKHUTHU 3a IIKiPHUMHU
peakmisiMu. JAKI0 3’SIBISIOTHCS O3HAKM Ta CHMIITOMH, III0 BKA3YIOTh Ha IIi peakiii, moTpibHO HeraiHo
BiIMiHUTH 3aCTOCyBaHHS NperabaliHy Ta pO3T/IsIHYTH albTepHATHBHE IiKyBaHHS (¥ pasi
HeoOXigHOCTI).

2KiHKM, 3MaTHI 3aBariTHiTA/3aco0KM KOHTPAIEIil

3acTocyBaHHS JTiKapchKOTo 3aco0y Ex3ucTa y nmepuomMy TpUMecTpi BariTHOCTI MOXKe CIIPUYUHUTHU
cepio3Hi BpomxkeHi nedekTu y muopa. [Iperabaid He CIIil 3aCTOCOBYBATH IIifl YaC BaTiTHOCTI,
3a BUHSITKOM BUMA[KIB, KOJIX OYiKyBaHa KOPUCTH [JI MaTepi IBHO IlepeBaXae MOTeHUINHNN
pU3UK [ 1ofa. 2KiHKY TiTOPOIHOIO BiKy ITOBMHHI BUKOPUCTOBYBATH e(heKTUBHI 3aco0u
KOHTpAaLEMNIIil i 9ac TiKyBaHHS.

HenepeHocumicmb 1aKkmo3u

[IpenapaT Ex3ucTta MicTuTh 1akTo3y. [lallieHTaM 3 TAKUMHU PiAKiICHUMU CIIaAKOBUMU
3aXBOPIOBAHHSIMH SIK HEIIePEeHOCHMICTh rajlakKT03H, JaKTa3Ha HeJoCcTaTHiCTh Jlamma abo CHHIpoM
MaJibabcopO1iii T/TF0K03M Ta rajlakTo3Hu He CIIif] 3aCTOCOBYBATH Ileil Ipenapar.

JIiKy8aHHA HeliponamuyHo20 60410 UeHMpPAabH020 NOX0O0HCeHHA 8HACAIOOK YPAHCEHHA CNUHHO20
MO3KY

[1ig yac nmikyBaHHSI HEUPOMATUYHOTO OOJIIO IIEHTPAIbHOTO MMOXOAKEHHS, CIIPUYNHEHOTO
ypaxKeHHSIM CIMHHOTO MO3KY, 30i/IbIlIyBaiacs 4acToTa MoOiYHUX peaklliil y IiJIoMy, a TaKOX
nob6iyHux peakiii 3 6oky IIHC (Hanpukiaf, aHTUCTIACTUYHUX IIpenapaTiB), HeOOXigHUX OIs
JiKyBaHHS 1IbOTO CTaHy. L{to 06cTaBUHY CIig OpaTu [0 yBaru, Ipu3Havaloyy nperabdaitid npu
TaKOMY CTaHi.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

2KiHKW, 30aTHi 3aBariTHiITH/3aco0M KOHTPAIIEMIii Iy XKiHOK i Y0IOBiKiB

OCKinbKY IOTEHIIIMHUY PU3UK IS JTIOAVMHYA HEeBIJOMUM, XKiHKY, 3[IaTHI 3aBariTHiTH, TOBUHHI
BUKOPUCTOBYBaTU eeKTHBHI 3aC00M KOHTPAIEIIIii.

BariTHicTBb

HocnimKeHHS Ha TBApHXHAX IT0Ka3asy PENPOAYKTUBHY TOKCUYHICTh. [loBefieHo, 1110 mperabain
IIPOHMKAE KPi3b MIIAleHTy y MypiB (OuB. po3min «PapMakoKiHeTHKa»). [Iperabaid Moxe MPOHUKATH
yepes IJIaleHTy JTI0OUHH.

OcHogHI 8po0oceHi sadu po38umky

IaHi CKaHOWHABCHKOI0 00CEPBALiMHOTO MOCIiIXKEeHHS, e Opano y4acTs moHan 2700 BariTHUX, SKi
3aCTOCOBYBaIH IIperadarliH y mepioMy TpPUMeCTpPi BariTHOCTI, ToKa3asu Oi/IbIl BUCOKY IOUTUPEHICTh



BEJIMKHUX BPOOKEHUX Bajl PO3BUTKY Ceper NediaTPpUYHOI MOMy ALl ((KMBUX Y1 MePTBOHAPOIKEHUX
miTed), sIKi 3aCTOCOBYBaJIM IIperadariH, MOPiBHSHO 3 I'PYIIOI0, sIKa oro He 3acTocoByBana (5,9 %
npotu 4,1 %). Pu3uK BpomKeHUX Baj PO3BUTKY Cepeq MegiaTpUyHol MONyislLil, SKa 3aCTOCOByBasa
nperabaltiH y IepIioMy ceMecTpi BariTHOCTI, OyB [Ielll0 BUIIKUM, IIOPiBHSHO 3 MOMYJISINE0, SKa HOoTro
He 3aCTOCOBYBasa (CKOPUTroBaHUM KOoedillieHT nowmupeHocTi Ta 95 % mosipuuii inTepsan: 1,14 (0,96 -
1,35)), a TakoXK MOPiBHSAHO 3 MOMYJIAII€I0, IKa 3aCTOCOBYBasia taMoTpumxkuH (1,29 (1,01 1,65) abo
nynokcetus (1,39 (1,07 1,82). AHami3 KOHKPETHUX Baj PO3BUTKY IT0Ka3aB BUILUMN PU3UK BUHEKHEHHS
BaJl PO3BUTKY HEPBOBOI CUCTEMH, 04Yel, opodalliaibHUX IIiIINH, Bafi PO3BUTKY CEYOBUBIIHUX IIISAXiB
Ta CTATEBUX OpraHis, aje Iudpu Oy/Iu HEBETUKUMH i OIiIHKYA HETOYHUMH.

[TpemapaT He CIIif 3aCTOCOBYBATH B IIepiof BariTHOCTI 6e3 HarajabHOI TOTPeOH (3aCTOCOBYBATH TilMbKU
TO[i, KOJIM OYiKyBaHa KOPUCTH [JIs MaTepi IBHO IEPEBULIYE MOKIIUBUM PU3UK [ IIJI0HA).

[Iepion rogyBaHHA TPYOOI0

HeBenuka KinbKicTh nperabaniny O6yna BUsBIeHa Yy MOJIOLI XKiHOK, SIKi rogyioTh rpyaaio. Crig
IIOBIOMUTH XKIHKaM, AKi TOLYIOTh 'PYAAL0, 110 TOAYBaHHSA I'PYLALOI0 HE PEKOMEHYEThCA IIif] Yac
3aCTOCYBaHHS Iperabaniny.

DepTUNLHICTD
Kniniyni mani mopo BruBy nperadasiny Ha GepTUNIbHICTh XKIiHOK BiCyTHi.

[Tig yac KmiHiYHOTO JOCTigXKEeHHs 3 BUBYEHHS BIUIMBY IperabaiHy Ha PyXJIMBICTh CIIepMaTO30iMiB
3I0POBi OOPOBOJIBII YOJIOBIYOI CTaTi 3aCTOCOBYBanu nperadarid y go3i 600 mr Ha go0y. [Ticns
3aCTOCyBaHHS IIpernapaTy IPOoTSIroM 3 MiCSIiB JKOOHOTO BIJIMBY Ha PYXJIUBICTh CIIEPMATO30iiB He
BHUSIBJICHO.

Y nportieci gocnigkeHHS GEePTUIBHOCTI Y CaMUIlb IyPiB criocTepiraBcs HebaxKaHW BIIUB Ha
PenpomyKTUBHY GQYHKIII0. YV mpolieci focmiaxKeHHs GepTUIbHOCTI Y CaMIIiB IyPiB CIIOCTEPIraBcs
HeOakaHW BIJIB Ha PENPONYKTHUBHY (PYHKIIiI0 Ta Po3BUTOK. KTiHiuHa 3HAUYIiCTh IIUX Pe3yIbTaTiB
HeBizoMa.

30amHicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

Jlikapcekuii 3aci6 Ex3rcTa MoXke MaTy He3HaYHWM ab0 IOMipHUI BIJIMB Ha 3JaTHICTL KepyBaTu
TPaAHCIIOPTHUMU 3aco0aMu Ta IIpalffoBaTH 3 MexaHidMaMu. Jlikapchkuil 3aci6 Ek3ucTa Moxke
BUKJIMKATHU 3allaMOPOYEHHS M COHJIUBICTD i TAKMM YHMHOM BIIMBAaTU Ha 3[ATHICTh KEPYyBaTH
TPAHCIIOPTHUMHU 3ac00aMM Ta ITpalloBaTH 3 MeXaHi3MaMu. Y 3B’SI3Ky 3 LM IallieHTaM CIIif
PEKOMEHIYBaTH YTPUMYBATHCS Bifl KepyBaHHS TPAHCIOPTHUMU 3acobaMu, Bif po6oTH 3i CKIagHOI0
TeXHIKOIO Y Bif iHIIIOI MOTEHIIINHO HeOe3MeuyHol OiTILHOCTI, IIOKK He CTaHe BimoMO, UM BIIJIUBAE IIeH
JiKapCchKUY 3acib Ha iXHIO 3MATHICTb OO TaKOI MisITbHOCTI.

Cnoci6 3acmocyeaHHss ma do3u.

Cnocib 3acmocyeaHHs



[Tpenapat Ex3ucTa mpuiiMaTy He3alleKHO Bif] BXKUBaHHS 1XKi.
Hanu#t mikapchbKuM 3acib mpu3HavYeHU BUKJTIOYHO 17 I€POPaIbHOTO 3aCTOCYBaHHS.
Ilo3u

Iliama30H 03 mpemapaTy Moxe 3MiHOBaTuCA y Mexkax 150-600 Mr Ha moOy. [1o60By m03y
po3mofninsaTu Ha 2 abo 3 mpuiiomu.

Heviponnatuynuii 6inb

Tepamito nperabaniHoM MoxkHa po3noydaTy 3 fo3u 150 mMr Ha mo0y, posnopineHoi Ha 2 abo

3 mpuiioMu. 3anexkHo Bifl iHOUBiAYyanbHOI BifTIOBiMi Ta TEPEHOCUMOCTI IIpenapaTy MnalieHToM 103y
MozkHa 36inpmuTy 1o 300 Mr Ha go0y yepes 3-7 gHIB, a ¥ pa3i HE0OXiTHOCTI - 10 MaKCUMaIbHOI 103U
600 mr Ha go0y e micns 7 gHiB.

Eninencisa

Tepamito mpera6aniHoM MoXkHa po3modaTy 3 fo3u 150 mMr Ha moOy, po3mnonineHoi Ha 2 abo

3 mpuiioMH. 3anexkHo Bifl iIHAUBiAYyaIbHOI BiATIOBiMi Ta IEPEHOCUMOCTI IIpenapaTy NalieHToOM 03y
MoxHa 30inbmuTu 10 300 Mr Ha goO0y Mmicys mepuIoro THKHS IikyBaHHS. [lle yepe3 oguH THXKIEHb
Mo3y MOXKHa 30i/bIIUTH 10 MakKcuMaibHOI - 600 Mr Ha o0y .

I'eHepali30BaHUY TPUBOXKHUM PO3Hall

IIo3a, IKy po3mopinsaoTh Ha 2 abo 3 mpuiioMu, Moxke 3MiHIoBaTuCs y Mexkax 150-600 mr Ha mo0y.
[TepioguuHO CcItig meperasgaTv HeoOXigHICTh MPOOOBXKEHHS Teparril.

Tepamito mperabaniHoM MoXHa po3nodaTy 3 fo3u 150 Mr Ha moOy. 3anmexkHO Bif iHAUBiMyambHOI
BiATIOBifi Ta MepeHOCUMOCTI IIpemnapaTy MalieHToM 03y MoxkHa 36inbmuTu 1o 300 Mr Ha go0y micis
TIePIIOT0 TUKHS JTiKyBaHHS. [1ics Ile 0OQHOTO THUKHS MIPUUOMY 003y MoxXKHa 30inpmutu 7o 450 Mr Ha
no0y. e uepe3 omuH TUKOEHD 003y MOXKHA 30iMbIINTH 00 MaKcuMasbHOI - 600 Mr Ha o0y .

®ibpomianris

PekomeH0BaHa [i03a Ipenapary Ajis jgikyBaHHs gidbpomianrii ctanoBuTh Big 300 Mr mo 450 Mr Ha
no0y. JIikyBaHHS CJIifi pO3NIOYMHATH 3i 3aCTOCYBaHHS f03u 75 Mr 2 pa3u Ha 700y (150 Mr Ha moby).
3anexkHo Bif eeKTUBHOCTI Ta IepeHOCUMOCTi, 03y MoxkHa 30inburyBaTy 1o 150 Mr 2 pasu Ha go0y
(300 Mr Ha mOOY) MPOTSTOM OMHOT'O TUXHS. [I71s MaIli€HTiB, Oy IKUX 3acTocyBaHHS mo3u 300 MT Ha
o6y € HemoCTaTHLO e(eKTUBHUM, MOXKHA 30imbmuTH 703y 0o 225 Mr 2 pa3u Ha go0y (450 Mr Ha
no0y). Xoua icHye mocmifizKeHHs 3acTocyBaHHS no3u 600 Mr Ha 0o0y, OKa3iB TOro, II0 3aCTOCYBAHHS
11iel mo3u O6ynme MaTu JOaTKOBY IepeBary, HeMa€; TaK0XK TakKa [03a Maja Tiplly IepeHOCHMiCThb.
Bepyuu mo yBaru go3o3asiexkHi mo6iuHi peakilii, 3acTocyBaHHs 03 Buille 450 Mr Ha 700y He
pekoMeHnyeThesa. OCKinbKM MiKapchkuii 3acid Ex3ucTa BUBOOUTHCS TOJIOBHUM YMHOM HUPKAMH, CITif
KOPUTYBaTHU 003y IIpernaparTy NalieHTaM i3 mopyuIeHHIMU (PYyHKIIil HUPOK.

Bimmina mpera0ariny

BigmoBigHO mo mitowoi KiiHIYHOI MpaKTUKK, IPUNIUHSATH Tepalliio nperabaniHoM peKOMeHIy€EThCS
IIOCTYTIOBO, IPOTATOM IIJOHAMMEHIIIe OOHOTO TUXKHS, He3aJIeKHO Bifi TOKa3aHb.

[TopyvieHHa QVHKIN HUPOK



[TperabaiH BUBOOUTHCS 3i CHCTEMHOTO KPDOBOTOKY B HE3MiHEHOMY BUTJIAM, IePEBaKHO
Hupkamu. OCKinbKM KJTipeHC mperadainy IpsMo IPOMOPLiMHUYN 00 KIIipeHCY KpeaTUHIHY
(ouB. po3pin «®apMaKOKiHETHKa»), 3MEHIITyBaTH 003y MallieHTaM i3 MOPYLIeHHAMU (PyHKIIi
HUPOK CJIifi iHAWBiAyaNbHO K 3a3Ha4YeHO Y TaONuIli, BiAOBIAHO A0 KIIipEHCY KpeaTUHIHY
(CLcr), skuii BU3HA4aOTh 32 HOPMYJIOIO:

]

[TperabariH e(eKTUBHO BUAAJIETLCS 3 IIa3MHU KPOBi 3a lonoMoroio remogianidy (50 % mpemaparty
npotsarom 4 ropuH). [I71g nanieHTiB Ha reMopianisi fo60By qo3y nperadariHy Ciif KOpUTyBaTH
BigmoBigHO {0 ¢yHKIII HUPOK. KpiM mo60BoI 103u, ogpa3y Mmiciis KOXKHOI 4-TOmMHHOI
IIpolleypy reMofianily Heo6XigHO 3aCTOCOBYBATH JOATKOBY 103y IIperapary (OuB. TabIuIlo).

Kopekiiisi no3u nperabaiiny BifmoBigHO 0o GYHKIII HUPOK

Tabnuis

3aranbHa go6oBa fo3a mperabaminy * PexxuM [03yBaHHS
Kniperc kpeaTtusiny (CL,) (M71/xB)

IToyamkosa 0o3a (Me [MakcumasavHa 0o3a (M2

Ha 0o0y) Ha 0o6y)
> 60 150 600 2 abo 3 pa3u Ha §oby
> 30 - < 60 75 300 2 a6o 3 pasu Ha Hoby
> 15-< 30 25-50 150 1 a6o 2 pa3u Ha [oby
< 15 25 75 1 pa3 Ha 106y
[lofaTKoBa [[03a Iicyisg reMofianisy (Mr)

25 JL00 |OmrokpatHa noza

* 3aranpHy 1000BY 03y (Mr Ha 0o0y) CITif PO3MOMiNMUTH Ha [eKilnbKa MPUIOMIB BiIIIOBIAHO 10
pPexXuUMY M03YBaHHS, 100 OTPUMATH 03y [AJIT OQHOKPATHOTO MIPUHOMY (MT/OO3Y).

IomaTKoBa [o3a - Ile JOOAaTKOBa OMHOKpPATHA [03a.

ITeuiHKOBa HEIOCTATHICTh

IIns naiieHTiB i3 mopyumeHHIMU QYHKINI Mevinky HeoOXiMHOCTI ¥ KOpeKIii ;o031 HeMae (OUB. PO3Min
«®apMaKOKiHETHKa»).

[TamienTy NMiTHLOTO BiKy (BiKOM Bif 65 POKiB).

II71s1 aIieHTiB MTHHOTO BiKy Yepe3 MOpYyIIeHHs QYHKIII HUPOK MOXKe 3HaJl0OUTUCS
3MEeHIIeHHs q03u nperabaminy (quB. po3min «OcobIMBOCTI 3aCTOCYBAHHS»).

Himu.

Besmnexka Ta e()eKTUBHICTh 3aCTOCYBaHHA IpemnapaTy Ek3ucTa npu 1oro 3aCTOCyBaHHI JiTSIM BiKOM [0
18 pokiB He BcTaHOBNEHI. [JocTynHa noTtenep iHpopMarlis HaBemeHa y po3aini «ITob6iuni peakii», a
TaKOXK y po3pinax «dapmakogrHamika» i «PapMaKOKiHeTHKa», OOHAK, BPaXOBYIOYH [aHI [IUX
PO3[iiB, HEMOXKIIMBO HafjlaTH KOJHUX PeKOMeH allill 0/i0 M03yBaHH IIili KaTeropii maiieHTis.



Ilepedo3yeaHHsi.

[Ticns BuxOmy mpemnapaTy Ha PUHOK IIOBIMOMIISIOCS, 10 HaWYaCTilMMY MOGIYHUMHU PeakIisiMu Ipu
nepeno3yBaHHi mperabainy 6ynIu COHUBICT, CIUIYTAHICTh CBiIOMOCTI, 30yIKeHHS Ta HECIIOKil.
TakoXX HafXOOWUIY MIOBiIOMJIEHHS IIPO CYOOMHU.

PigKo MOBiAOMIISINIOCS IIPO BUIIAOKHA KOMHU.

JIikyBaHHS Iepeno3yBaHHS NperabaiiHy moisirae y 3arajJbHUX IiATPUMYyBaJIbHUX 3aX0flaX Ta 3a
noTpebu MoxKe BK/II0UaTH reMofpiamni3 (quB. po3min «Crnocib 3acTocyBaHHS Ta 0O3u», TAOIHUII).

ITo6iuni peakuii.

Y k7iHiyHiN nporpami 3 mociifKeHHS nperabaniny #oro orpuMany nouan 8900 naiieHTiB, 3 HUX
5600 - y4aCHMKM MOMBIMHUX CHIINuUX M1ane60-KOHTPOIbOBAHUX JOCTimXKeHb. HaltuacTimmmMu
3apeecTpoBaHUMU MOOIYHUMY peakLisMu OyIU 3allaMOPOYEHHS Ta COHNUBICTh. [106iuHi peakiril
3a3Buyay Oymu nerkoro abo MOMipHOro CTyneHs. B yCix KOHTPOIbOBAHUX JOCTIIXKEHHSIX TOKa3HUK
BigMiHM npemnapaTy uepes mobiuHi peakilii cTaHOBUB 12 % cepeq MallieHTiB, SKi mpuiimManu
nperabariH, Ta 5 % cepep Malli€eHTiB, gKi oTpuMyBanu nnane6o. HaltyacTimyumu mobidyHuMu
peakiigaMy, 110 IPU3BOAUIN 00 NIPUIKHEHHS 3aCTOCYBaHHA IIpenapaTy HOCTigXKeHHS y I'PYyIIi
nperabariny, Oyau 3alaMOpPOYeHHS Ta COHIUBICTh.

Huxde HaBefeHi BCi Mo0iYHi peakilil, 110 BUHUKAJIX YacCTillle, HiXkK MPXU 3aCTOCyBaHHI
nyane6o, Ta 6inblile HiXK y OOHOTO TMallieHTa; 11i Mo6iuHi peakilii mepenidyeHi 3a cucTeMaMu
OprasiB Ta 3a 4aCTOTOIO: AyxKe 4acTo (= 1/10); gacto (Big = 1/100 go < 1/10); HewacTo (Bix
= 1/1000 mo < 1/100); pigko (Big = 1/10000 mo < 1/1000); myxe pigko (< 1/10000); gyacTota
HeBimoMa (He Moxke OyTH OlliHeHa Ha OCHOBi HasiBHUX JaHUX). Y KOXKHIl I'PYIIi 3a 4aCTOTOO
BUHWKHEHHS MOOiYHi peakilil mpecTaBlieHi y MOPSIOKY 3HUKEHHS CTYIEeHS iX ITPOsBiB.

3a3HaueHi nobiyHi peakilii TaK0K MOXKYTh OyTH II0B’s13aHi 3 mepebiroM 0CHOBHOT'O 3aXBOPIOBAHHS Ta
(abo) cynyTHIM 3aCTOCYBaHHSIM iHIIKX JTiKapChKUX 3aCOOiB.

[1ig yac nmikyBaHHSI HEUPOIATUYHOT'O OOJIIO IIEHTPAIbHOTO TOXOAXKEHHS, CIIPUYNHEHOTO
ypaxkeHHSIM CIHHHOTO MO3KY, 30i/IbllIyBaiacs 4acToTa MoOiYHUX peakllidl y I[iJIoMy, 4acToTa
nob6iuHux peakirii 3 60Ky IIHC, oco61mB0 COHNMUBICTH (OUB. po3ain «Oco0IuBOCTI
3aCTOCYBaHHS»).

IomaTKoBi mo6iuHi peakiii, MPo SKi MOBiIOMIISIIOCS IIiCIg BUXOAY MpenapaTy Ha PUHOK,
HaBe[leHi HUXYe 1 T03HaYeHl KypCUBOM.

IHgexuii ma iHeasii
YacTo: Ha30(apHUHTIT.
ITopyweHHsa 3 6OKY Kpogi ma aim¢pamuyHoi cucmemu

HeyacTo: HEUTPOIIEHIA.



ITopyweHHs 3 6OKY iMYHHOI cucmemu

HeuacTo: rinepuyTiuBicTh.

Pinko: aurioneBpoTUYHUYM HAOPSIK, aliepriyHi peakilii, aHadinakToigHi peakiii.
ITopyweHHsA 06MiHY peuo8uH, memaboaizamy

YacTo: mifgBUILLIEHHS alleTUTY.

HeuacTo: BTpaTa aneTury, rinoriikemis.

3 6oky ncuxiku

YacTo: edopuyHUM HaCTPil, CIUTYTaHICTh CBIIOMOCTI, APATiBIKBICTh, Ae30PiEHTALlif,
0e3COHHS, 3HUKEHHS 1i0ifo.

HeuacrTo: ramouuHatiii, maHiyHi aTak¥, HECIOKil, 30yIXKeHHS, [eNpecisi, MpUTrHiYeHU !
HaCTpiy, IigHEeCEeHuU HaCTPi, arpecis, 3MiHM HACTPOIO, AellepCoHai3alis, yTpyaHeHUun
no6ip criB, MaTOJOTiYHI CHOBUOIHHS, IIOCUIeHHS N1i0ifo, aHOpra3Mis, amarTis.

Pigko: po3raibMOBYBaHHS, CylluAaabHa MOBEdiHKa, CylIUAaIbHI AYMKU.
ITopyweHHs 3 6BOKY Hep8os8oi cucmemu
IyXke 4acTo: 3allaMOpPOYEeHHS, COHJIUBICTh, TOJIOBHUM Oilb.

YacTo: aTakcis, mOpyIIeHHsI KOOPAKWHAllil, TpeMop, AW3apTpisd, aMHe3is, MOTipIIeHHs
IaM’siTi, MOPYIIEHHS yBary, apecTesis, rinmecTesis, ceqaTuBHUYU e(eKT, TOPYIIeHHS
piBHOBaru, jgeTaprisi.

HeuacTo: CMHKOIIE, CTYIIOP, MiOKJIOHiS, BTpaTa CBIAOMOCTI, IICUXOMOTOPHA TilepPakTUBHICTS,
OVCKiHEe3is, OCTypasibHe 3allaMOpPOY€eHH, IHTeHI[IMHUY TPEMOD, HiCTarM, MOpyIIeHHS
KOTHITUBHUX (QYHKI[IY, IOPYIIEHHS IICUXiKH, PO3/Iagy MOBJIEHHS, TimopedeKcis,
rinmepecTesis, BiAUyTTs eYiHHS, areB3isd, 3arajibHe He3[yKaHHS, arnaTisd, HaBKOJI0POTOBa
rapecTesis, MiOKJIOHYC.

Pigko: cymomMu, mapocMis, TiloKiHe3is, gucdaris, rinanresis, 3aleXHiCTh, MO30YKOBUHU
CUHOPOM, CHHIPOM 3y04acTOro Kojeca, KoMa, Oefipil, eHlledaromnaris, eKcTpamipaMigHuii
cuHOpoM, cuHapoM [ieHa-Bappe, BHYTpillIHbOYepeIlHa TillepTeH3is, MaHiaKasbHi peakilii,
IapaHOlAHI peakxilil, po3jlafy CHY, MapKiHCOHi3M.

ITopyweHHs 3 BOKY opaaHie 30py
YacTo: HEUiTKICTh 30Dy, OUILIONISA, KOH IOHKTHUBIT.

HeuacTo: BTpaTa nepudepruvHoro 30py, MOPYIIEeHHS 30py, HAOPSAK ouel, nedeKTu momns
30Dy, 3HUXKEHHS TOCTPOTH 30Dy, Oisib B 0Yax, aCTeHOIis, (OTOIICis, CyXiCTh B 04ax,
ImigBHUINEHE CITbO30BUMAINIEHHS, TOAPa3HeHHs ouel, 6redhapuT, IOPYIIEHHS aKOMOAITii,
KPOBOBHUJIUB B OKO, CBiTJI000513Hb, HAOPSK CiTKiBKH.



Pigko: BTpaTa 30py, KEPaATUT, OCIUJIONCis, 3MiHa 30pOBOT0 CIIPUMHSATTS ITUOMHHU, Mifipia3,
cTpabi3M, SICKpaBiCTh 30py, aHi30KOPisi, BUPa3KX POTiBKY, eK30()TalabM, ITapajlidy 0YHOT0
M’si3a, ipUT, KEPATOKOH IOHKTHBIT, Mi03, HiuHa CHIiII0Ta, OPTaabMOIIJIEris, aTpodis 30p0OBOTO
HepBa, HaOpPSK OuCKa 30pOBOTO HEPBA, IITO3, YBEIT.

ITopyweHHs 3 60Ky opaaHie cayxy ma pieHosazu
YacTo: BepTuro.

HeuacrTo: rinepakya3is.

ITopyweHHs 3 6OKY cepys

HeuacTo: Taxikapmis, aTpioBeHTPUKYIIsipHa O6JI0Kafa IepIIoTro CTYIeHs, CUHYCOBa
OpamuKapmisi, 3acTifiHa ceplieBa HEJOCTATHICTb.

Pigko: nomoBxkeHHd iHTepBany QT, CHHycoBa Taxikapfis, CHHYCOBa apUTMisd.
ITopyweHHs 3 60Ky CyOuH

Heuacrto: apTepianbHa rinoTeH3sid, apTepiajibHa rinepTeH3id, IPUIJIUBY, TiepeMis, BIgUyTTA
X0JIOAY B KiHIIiBKaX.

ITopyweHHs 3 60Ky OuxanbHOi cucmemu, 2pyOHOT KAimKu ma cepedoCcmiHH A
YacTo: ¢hapuHTOIapUHTeanbHUN Oillb.

HeuacTo: 3aguiiika, HOCOBa KpOBOTeYa, Kallle/lb, 3aKIaAeHIiCTh HOCa, PUHIT, XPOIIiHHS,
CyXiCTh CTM30BO1 000JIOHKHX HOCA.

Pinko: HaOpSK JlereHb, CTUCHEHHS Y TOPJIi, TapUHTOCIIa3M, altHOe, aTejleKTa3, OPOHXIOJIiT,
rukaBka, Gibpo3 JiereHis, mo3ixaHHS.

YacToTa HeBijoMa: IPUTHIYEHHS OUXaHHS.
ITopyweHHs 3 6OKY WAYHKOBO-KUWKO8020 MPAKMYy

Yacro: O/MI0BaHHS, HYLOTA, 3aI0p, diapesi, MeTeOpH3M, 3OYTTS KHUBOTA, CYXiCTh ¥ POTI,
TacTPOEHTEPHT.

HeuacTo: ractpoe3odareansHa pedaiokcHa XBopo0a, Timepcekpellist CIINHYU, TinecTesis
POTOBO1 ITOPOKHUHHU, XOIELUCTUT, XOJeiTia3, KOJIiT, IJIYHKOBO-KHIIIKOBa KPOBOTEYA,
MeJleHa, HaOpsK si3MKa, peKTalbHa KPOBOTEYa.

Pigko: acuuT, maHKpeaTUT, HAOPSK sg3uKa, nucdaris, ahTo3HUN CTOMATUT, BUpPa3ka CTPaBOXOAY,
nmepiogoHTaNBHUYM abcIec.

ITopyweHHs 3 60Ky 2enamobiaiapHoi cucmemu
HeuacrTo: mifgBuilleHHS PiBHS MEeYiHKOBUX (ePMEHTIB*.

Pigko: XOBTSHUIIA.



Iyxe pimko: neyiHKOBa HEOCTATHICTh, TeNaTHUT.
ITopyweHHs 3 60Ky wWKipu ma nidwkipHOi MKaHUHU
YacTo: npoyiexHi.

HeuacTo: manynb03He BUCUIIAHHS, KPOIIUB THKA, Tileprigpo3, cBepbixK, amomnenis, CyXiCTh
IIKip#, eK3eMa, FipCyTu3M, BUPa3KH IIKipH, Be3UKY0-0yIb03Hi BUCUIIAHHS.

Pigko: cuampom CriBeHca-II?)KOHCOHA, XOIOTHUY IIiT, eKC(HOIiaTUBHUYN OepPMaTHT,
TiXeHOITHUM IepMaTHUT, MeJaHo3, po3i1agy 3 00Ky HIrTiB, meTexiaTbHUM BUCHII, TIYPIIypa,
IyCTYJIIPHUM BUCHUI, aTpoQisd MKipyu, HEKPO3 IIKipH, MIKIPHI Ta MiAMIKIPHI By3/IUKH,
TOKCHYHUU ellifflepMasbHUU HEKPOJIi3.

ITopyweHHs 3 6OKY ONOPHO-PYX08020 anapamy ma CnoAy4YHoi mKaHUHU

YacTo: M'130Bi CymoMu, apTpanris, 6ib y criuHi, 6inb y KiHITIBKaX, CIIa3My M’s3iB IITHi.
HeuacTo: Habpsk cyrno0iB, Mianris, mocinyBaHHs M’s3iB, Oilb y mui, CKyTiCTh M’SI3iB.
Pigko: pabmomionia.

3 60Ky HUPOK ma ce4o8uBiOHUX WAsXi8

HedacTo: HeTpuMaHHS cedi, Au3ypis, anbOyMiHypis, reMaTypis, yTBOpeHHS KaMeHiB y
HUPKaX, HePpPHUT.

Pigko: HUpKOBa HEJOCTATHICTh, OJIIypisi, 3aTPUMKa Cedi, roCTpa HUPKOBA HENOCTATHICT,
TJI0MEePYIOHe(QPUT, MieTOHEePHUT.

ITopyweHHsA cmamesoi cucmemu ma MOA0YHUX 3d/103
YacTo: epekTunbHa OUCHYHKIIIS, IMIOTEHITiA.

HeuacTo: cTaTeBa OUCQYHKIIiS, 3aTPUMKa eIKyJsIlil, fucMeHopes, 6i/b Y MOTOYHUX
3a7103ax, IeKopesi, MeHoparisi, MeTpoparis.

Pigko: ameHopesi, BUAINIEHHS 3 MOJIOYHUX 3aJ103, 30iIbIIIEHHS MOJIOYHHUX 3aJ103,
riHeKOMacTis, 1epBiluT, 6aMaHiT, emiguauMiT.

3azanvHi po3aadu ma peakuii y micui e8e0eHHA

Yacro: nepudepuyHnii HaOPsK, HaOPSK, MOPYIIeHHS XOOU, NadiHHS, BiIUyTTS CII'THiHHS,
He3BUYaWHI BiIUyTTS, IifBUIlEHa BTOMJIIOBAHICTE.

HeuacTo: reHepani3oBanuii HaOpsAK, HAOPSAK 00MMYYs, CKYTiCTh y TpynAsx, 0inb, Kap, cIipara,
03H00, 3aranbHa cnabKicTh, He3myxKaHHS, abcllec, 3amajeHHs XKUPOBOI TKaHUHM, Peakiil
(GhOTOUYTIIUBOCTI.

Pifko: rpaHysmbOMa, YMHCHE 3alOAisTHHS IIKOAM, 3a0UepeBUHHNE (ibpo3, LIOK.

JlabopamopHi 0ocaidHceHHsA



YacTo: 30inblIeHHa MacH Tijla.

HeuacTo: 30inblIeHHs piBHS KpeaTuH(pocoKiHa3u B KPOBi, 30inblIeHHS PiBHS T'TIOKO3U B
KPOBi, 3MeHIIIeHHS KiTbKOCTi TPOMOOLUTIB, 30i/IbIlIeHHS PiBHS KpeaTHUHIHY B KPOBI,
3MEHIIEHHS PiBHA KaJlilo B KPOBi, 3MEHIIIeHHS MacCHU Tifa.

Pigko: 3MeHIIIeHHS PiBHSA JTEUKOLUTIB Y KPOBI.

* [ligBuiieHHS PiBHS anaHiHaMiHoTpaHCchepasu (AnAT) Ta MigBUIEHHS
acmapraTtamiHoTpaHcdepas (AcAT).

Y mesiKuX MalliE€HTIB mics MPUIMHEHHS KOPOTKOCTPOKOBOI ab0 TpuBasiol Teparii
nperabasiHOM CIIOCTepiraaucss CUMIITOMHU BiiMiHU IpenapaTy. [1oBigoMIsanu Ipo Taki
peaxirii: 6e3COHHS, TONOBHUY 0iNlb, HYOOTa, TPUBOXKHICTD, Miapes, TPUIONONIOHNY CUHAPOM,
CyIOMHM, HEPBO3HICTh, leTIPecis, cyillimanbHi myMKH, Oinb, Timeprigpos i 3anmaMopoyYeHHs, SKi
BKa3yIOTh Ha (Pi3nyHy 3amexkHicTh. 10 iHpopmaLito ciif mOBiqOMUTH MAllieHTy Iepen
II0YaTKOM Tepartil.

IaHi oo BigMiHu nperabartiHy Imicis TPUBaJIOTO 3aCTOCYBaHHS BKa3yIOTh Ha Te, III0
YacTOTa BUHUKHEHHS Ta CTYIIiHb TSIKKOCTi CUMIITOMIB BiIMiHM MOXKYTb OyTH
[0303aJIe2KHIUMU.

Himu. TIpodins 6e3neynocTi nperabaniny, BCTAHOBJIEHUH Y IIPoLieci I’'IThOX HOCTiAXKeHb 3a Y4aCTIO
miTel 3 mapalliaJlbHUMK HamagaMu 3 abo 6e3 BTOpUHHOI reHepaiilarii (12 - THXKHEeBe OOCITiIKeHHS
eekTUBHOCTI Ta 6€3MeKH y Malli€HTiB 3 MMapIiialbHMU HamagaMu, n = 295; DocmigKeHHs
(dhapMakKOKiHeTUKY Ta IePEeHOCHMOCTI IIpemapaTy, n = 65; BigKpUTe JOCTigXKEeHHS 3 BUBYEHHS
Oe3neku TpuBasicTio fABa 1 pik, n = 54 i n = 431), 6yB nopmiOHMH [0 MPodisnto, AKUM CrocTepiraBcs B
OOCHIAXKEHHAX Y AOPOCINX MALli€HTIB 3 emijienciero. [0 HauMOMIUPEHINX HECIPUATIUBUX SBUIL, 1110
crocTepiranucs mpu 12-TUKHEBOMY OOCIiIKeHHi 3 TiKyBaHHSIM nperabaniHoM, Oy COHIUBICTE,
rapsu4ka, indexuii BepxHix AUXanbHUX LUISAXIB, MiABUILEHHS anleTUTY, 30i/IbIIIEHHS MacH Tila Ta
Ha3o0(hapuHriT (ouB. po3ninu «®apMakognHaMika», «®PapMakokiHeTrKa» Ta «Crocid 3acTocyBaHHS Ta
DO3U»).

[ToBimoMmeHHs Ipo Mo0iYHI peakilil MicJs peecTpallil TiKapcbKoro 3aco0y Ma€e BaK/IMBe
3HaueHHs. Lle mae 3MOry NpoBOAUTU MOHITOPUHT CIIBBIAHOIIEHHS KOPUCThL/PU3UK IIPU
3aCTOCYBaHHI IIbOT'0 JIIKAPCHKOTO 3aco0y. MeguuHUM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a
TaKOX TallieHTaM a0o iXx 3aKOHHUM IIpefCcTaBHAKAM CJIifl TIOBiIOMJISITH IIPO yCi BUTTAAKK
igo3pioBaHUX MOOIYHUX peakIlii Ta BiACYTHOCTI e(eKTUBHOCTI JTiKapChKOT0 3aco0y uepes
ABTOMaTH30BaHy iH(pOpMaliiHy cucTeMY 3 (apMaKOHATTISIOYy 3a MOCUIaHHSIM:
https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKH.

YMoBH 30epiranHs. 30epiraTu B opuriHaabHil yakosi mpu TeMiepatypi ae sumie 30 °C.



YmakoBka. 1o 14 xamcyn y 0icTepi, mo 2 abo mo 4 6ricTepy B KapTOHHIH KOPOOIIi.

KaTteropis Bigmycky. 3a peLenTtoM.

Bupo6nuk. AT «Agamen ®apma», [Tomnbima/

Adamed Pharma S.A., Poland.

Micue3HaxomKeHHsI BHPOOHHKA Ta aJjpeca Miclsi IpoBaIXKeHHsI HOr'o Jis/IbHOCTI.
ByJ. Mapm. [Ix. [Tincyncekoro 5, 95-200, ITa6’sHiue,[Tonbima/

ul. marsz. J. Pilsudskiego 5, Pabianice, 95- 200, Poland.



